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DETAILED ACTION 

The indicated allowability of claims 32 and 34-41 is withdrawn. 

Claim Rejections - 35 USC §112 

Claims 18, 20-22, 24, 25, 27-32 and 34-41 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. The claims are drawn to 
a device for axial centrifugation. The common feature of the independent claims is that 
the device comprises a primary chamber, a secondary chamber containing a 
coagulator, and a medium that separates the primary and secondary chamber wherein 
the medium is a separation medium is a silicone gel, a thixotropic gel or a polyester gel. 
The medium comprises a filter (claim 22). The medium is the only thing that separates 
the two chambers. The common feature of said independent claims is New Matter 
because the claimed invention is not commensurate in scope compared to what is 
disclosed in the specification. 

According to the first embodiment, the primary chamber and the secondary 
chamber are separate entities (e.g., tubes), see Figures 1 . The secondary chamber 
contains the coagulant. The primary chamber contains the separation medium 26, that 
is a thixotropic gel (page 20, lines 33-34). Blood is drawn into the primary chamber 10 
that can have an anti-coagulant. The primary tube is centrifuged (page 13, lines 27-33). 
The result is that the centrifugation results in a plurality of layers see Fig 2, wherein the 
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of container 10 contains from the bottom, the red blood cells (RBCs), the separation 
medium and the platelet-rich plasma layer, the LDHV fluid layer and then and the 
residual gas (page 14, lines 1-7 and Fig. 2). There is no mention of a coagulant in the 
primary chamber that contains said separator. The inversion of the tube 1 0 (Fig. 7) 
inverts the order in which the layers are arranged such that the platelet-rich layer is 
above the seal and the RBCs are above the separation medium (page 14, lines 9-15). 
The primary chamber and the secondary chamber are brought together and punctured 
by a transfer device (page 14, lines 20-33) such that the plasma is transferred to the 
secondary chamber (page 1 5, lines 11-12). The transfer of the platelet-rich plasma is 
complete when the LDHV fluid plugs the transfer device ( a cannula; page 15, line 20). 
Then the transferred platelet-rich plasma (PRP) reacts with the coagulator in the 
secondary chamber to form a solid-fibrin web (page 15, lines 24-27). This disclosure 
does not teach a single chamber or tube that is divided by a separation medium such 
that there is a primary and secondary chamber wherein the secondary chamber 
contains a coagulant. According to the indicated disclosure the primary and secondary 
chambers are different tubes and the primary chamber contains only a separation 
medium that effects the separation of the RBCs and the platelet-rich plasma fraction. 
There is no inclusion of a coagulant in a portion of the primary chamber that is divided 
by a separation medium. 

It is noted that claim 37 is directed to the separation of the primary chamber into 
an upper and lower portion by a medium that substantially prevents fluid communication 
there between but that fluid communication is provided between the upper and lower 
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portions when the device is centrifuged about 1000 x G or greater. Again, this 
arrangement is not disclosed because the specification does not teach that the primary 
and secondary chamber are separated by a silicone gel, a thixotropic gel or a polyester 
gel, that is further subdivided by a second separation medium. 

The specification discloses another embodiment that is also narrow than the 
generically claimed New Matter. The device shown in Figs. 21-25 comprises two 
chambers. The upper or primary chamber acts as the cell separation chamber while the 
secondary or lower chamber acts as the densification chamber. A diaphragm separates 
the two chambers. Fluid communication us provided by vents that are plugged with a 
separation medium that is one of a silicone gel, a thixotropic gel or a polyester gel. The 
primary chamber receives blood from the patient. The primary chamber can contain an 
anti-coagulant. The secondary chamber can contain a coagulating activator and a 
therapeutic secondary substance (page 27, lines 15-28). 

After collection of the blood, the device is centrifuged to effect cell separation. As 
seen in Fig 22, the gel will maintain separation of the two chambers during the filling 
step but will move outwardly and upwardly to separate the RBCs and the PRP. The 
PRP will drain through the vents into the secondary chamber where it is mixed with the 
clot activator (page 28, lines 1-20). Again, this embodiment is narrower in scope with 
that that which is claimed. 

In independent claim 22, the separation medium comprises a filter. This is New 
Matter because the specification does not teach that the separation medium comprises 
a filter. According to Jahn (US 5,275,731; previously cited) thixotropic gels perform do 
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not perform significant filtering action on the blood samples (col. 27, lines 27-30). 
Therefore, the gels are not inherently filters. 

Therefore, the claims are rejected because there is no disclosure that is 
commensurate in scope with the broadly claimed invention wherein the claims are 
drawn to a device for axial centrifugation wherein the common feature of the 
independent claims is that the device comprises a primary chamber, a secondary 
chamber containing a coagulator, and that only a medium separates the primary and 
secondary chamber wherein the medium is a separation medium is a silicone gel, a 
thixotropic gel or a polyester gel. The disclosure of the two embodiments discussed 
supra is narrower than that which is claimed. In one embodiment, the primary chamber 
and the secondary chamber are two separate tubes and the primary chamber contains 
only the separation medium. The secondary chamber contains only the coagulant. In 
the second mentioned embodiment, a diaphragm plugged with a gel separates the two 
chambers. Any embodiments that fall outside of said embodiments but within the scope 
of the claimed subject matter constitutes New Matter. 

Terminal Disclaimer 

The terminal disclaimers filed on 04/28/2009 disclaiming the terminal portion of 
any patent granted on this application which would extend beyond the expiration date of 
US Application No. 12/424,317 and US Patent No. 6,979,307 has been reviewed and is 
accepted. The terminal disclaimers have been recorded. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SUSAN HANLEY whose telephone number is (571 )272- 
2508. The examiner can normally be reached on M-F 9:00-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on 571-272-0926. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Sandra Saucier/ 

Primary Examiner, Art Unit 1651 

/Susan Hanley/ 
Examiner, Art Unit 1651 



